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solutidg'fof injection or infusion. 1 vial, 10 vials
Read the packagd dedflet before use. Intravenous use. For single use only,
Keep out of the reach and sight of children.
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Rx - Thubc ban theo don  MEROPENEM KABI 1g Hop 10 o &j‘ % S22
Thanh phin: M&i lo chira Meropenem trihydrat 1140mg twong dwong voi 1g meropenem khan s B

Ta dwgc: Natri carbonat

Dang bao ché: B4t pha dung dich #égm hoZc tiém truyén

Chi dinh, cach dung, chdéng chi nﬂ,vé cac théng tin khac: Xem trong t& hwéng dan sir dyng

Béo quan: Nhiét d§ khdng qua 30°C; teén g da.
Sé 16 san xuét, ngdy san xuét, handdmg: Xem : “Batch number”, “Manufact. Date”, * Expiry date”

sé déng ky:
San xudt boi: FACTA FARMACEUTICI S.P.A )
Nucleo Industriale S. Atto, S. Nicol6 a Tordino, 64100 Teramo, Y

Nhéap khiu béi:
©é xa tAm tay tré em. Doc k§ hwéng dén sl dyng trwde khi dung.

Céc thang tin khic d& nghj xem trong t& huéng din s& dung thudc kém theo.
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Meropenem Kabi 1 g lg
powder for solution for Injection or infusion
Meropenem Intravenous use.

Meropenem trihydrate equivalent to 1000 mg anhydrous meropenem.
Excipient: Anhydrous sodium carbonate. Powder for foiutfdn for injec:
tion or infusion. Read the package leaflet before use, Foj sf
Keep out of the sight and reach of children. Do not stoke
After reconstitution: Use within one hour. Do not freeze.
Manufactured by: Facta Farmaceutici S.p.A KNS

Batch number:
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Hwéng dén str dung thuéc cho ngwdi bénh

MEROPENEM KABI

Thudc nay chi dung theo don cta béc sy E l'i

Wol EiDiFie:
Dé xa tim tay cua tré em \ SNJALNA ¥ /0
Poc ky hwéng din st dung trwée khi ding ’\H« ! \ 2

Théng bédo ngay cho bac sy hodc duwgc sy nhirng téc dung khéng mong muén gdp phai khi sﬁ;_‘
dung thuéc

TEN THUOC VA THANH PHAN:
- Meropenem Kabi 500mg
M&i lo chira: meropenem trinydrat 570mg twong dwong véi 500mg meropenem khan.
Ta dwec: Natri carbonat.
- Meropenem Kabi 1g
M@i lo chira: meropenem trihydrat 1140 twong dwong véi 1g meropenem khan.
Ta dwoc: Natri carbonat.

MO TA SAN PHAM: Bét pha dung dich tiém ho&c tiém truyén.

QUY CACH DONG GOI: Hop 10 Ig.
THUGC DUNG CHO BENH Gi:

Meropenem Kabi dwoc chi dinh dé didu trj cac bénh nhiém khuén sau cho nguwi 16n va tré em
trén 3 thang tudi:

- Viém phdi nang, bao gdm ¢ viém phdi nZng do lay nhiém trong céng déng va trong bénh
vién.

- Nhiém triing phé quan — phdi trong bénh xo nang.

- Nhiém trung dwéng tiét niéu cé bién chirng.

- Nhidm triung & bung c¢ Bién chng.

- Nhiém trung trong va S’{:Mh.

- Nhiém trung da va mé mém c6 bién chirng.

- Viém mang néo cép do vi khuan.

Meropenem Kabi cé thé dwoc diing diéu tri cho bénh nhan gidm bach ciu c6 sét nghi ngé do
nhiém vi khuan.

Cén chl y xem xét, tuan thi cac vén ban hwéng dan chinh théng vé st dung thuéc khang
sinh.

NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
Bang duwéi day la liéu khuyén céo chung.

Liéu lrong va thoi gian si dung meropenem can phai tinh dén dang nhiém tring can diéu trj,
bao gbm ¢a mirc dd néng nhe cta bénh va dap (rng lam sang cGia ngudi bénh,

Dé diéu tri mot s loai nhiém trung nhw nhiém tring bénh vién do Pseudomonas aeruginosa
ho#c do Acinetobacter spp., c6 thé ding liéu 1én t&i 2g x 3 1&n / ngay cho nguwdi Ién va tré vj
thanh nién, va liéu l&n t&i 40mg/kg/lan, 3 lAn/ngay cho tré em.

Can diéu chinh lidu khi diing cho bénh nhan suy than (xem thém phia dudi).

. Vﬂ_.ﬁ PG
DALOI H
2 [COMG TY GO T
FRESENIUS % 4%1;%

o



Nguwdi idm va tré vi thanh nién

Bénh nhiém khuin Liéu duna méi 8 gi¢r
Viém phdi nang (tl¥ céng ddng va tir bénh vién) 500 mghodc1g
Nhi&m trung phé quan - phéi trong bénh xo nang 2g

Nhiém trung dwéng tiét niéu cé bién chirng 500 mg hodc 1 g
Nhidm triing & bung c6 bién chirng 500 mg ho#ic 1g
Nhiém triing trong va sau Khi sinh 500 mg hodc 1g
Nhi&m tring da va mé mém cé bién chirng 500 mg hodic 1 g
Viém mang ndo cap do vi khuan 2g

Duing cho bénh nhan gidm bach ciu c6 sét 1g

Meropenem thwéng duec truyé,n #inh mach trong khoang 15 dén 30 phut

Ngoai ra, co thé tiém tinh mach(fren ang 5 phut v&i lidu én t&i 1 g. Dik liéu vé dé an toan
cho viec dung lidqu 2g tiém tinh méach & ngwéi 1&n con han ché.

Bénh nhén suy thin

Cén phai didu chinh lidu cho nguoi Ién va tré vi thanh nién khi hé sé thanh thai creatinin dwdi
51 m¥phat nhw trong bang duwdi day. D liéu hd trg cho viéc ding ligu didu chinh nay cho 1
don vi lidu 2 g con bj han ché.

D6 thanh thai Creatinin Lidu (trén co s& “don vi” liéu 1a Tin sé
{ml/phat) 500 mq. 1g hodc 2 a. xem béna trén)

26 - 50 1 don vj liéu mdi 12 gi&
10-25 nira don vij lidu mdi 12 gi¢y
<10 ntra don vi liéu mdi 24 gidy

Meropenem bj loai trir khi thdm phan va loc mau nén cén phéi cho dung 1 lidu sau khi hoan
thanh lgpc mau.

Khong ¢6 liéu khuyén cdo cho bénh nhan thdm phan phic mac.

Bénh nhan suyv gan

Khéng cén diéu chinh lidu cho bénh nhan suy gan (xem ph&n Chu y va than trong khi sir dung)
Bénh nhan cao tudi

Khéng cén diéu chinh liéu cho ngwéi cao tudi ¢b chire nang than binh thwdng hodc hé sbé
thanh thai creatinin khoang trén 50 ml/phut.

Tré em
Tré duti 3 théng tudi:

Chua ¢é tai liéu vé dd an toan va hiéu qua khi ding meropenem cho tré dwéi 3 thang tudi,
cpng nhu chwa xac dinh dwoc liéu ding t6i wu. Tuy nhién, m§t vai dir liéu dwge déng hec cho
réng cé thé dung liéu 20 mg/kg sau mdi 8 gi& cho tré dwdi 3 thang.

Tré tir 3 théng dén 11 tudi va thé trong t6i 50 kg
Liéu khuyén céo dwoc dwa ra trong bang dudi day:

Bénh nhiém khuin Liéu diing sau méi 8 aid

Viém phdi néng, gdm ca tir cdng ddng va tir bénh vién 10 ho&c 20 mg/kg



Nhiém trung phé quan-phéi trong bénh xo nang 40 mg/kg

Nhiém trung dwéng tiét niéu cé bdi nhiém 10 hodc 20 mg/kg
Nhiém trung & bung c6 bdi nhiém 10 hoéc 20 mg/kg
Nhiém trung da va mé mém c6 bi nhiém 10 hodc 20 mg/kg
Viém mang nao do vi khuan 40 mg/kg
Dung cho bénh nhan giam bach cau 20 mgrkg

Tré em trén 50 kg thé trong

Dung lidu nhw nguoi l6n.

Chuwa c6 tai liéu vé dung thubc cho tré em bj suy than.
Puwérng ding

Meropenem thwdng dwge dung duéng truyén tinh mach trong khodng 15-30 pht (xem phan
twong ky, Cht y khi bdo quan va Than trong). Ngoai ra, cé thé dung liéu meropenem t6i 20
mag/kg tiém tinh mach 1 I1&n trong khodng 5 phut. Tai liéu vé& d6 an toan clia viéc dung liéu 40
mg/kg tiém tinh mach 1 lan cho tré em cdn gi&i han.

KHI NAO KHONG NEN DUNG THUOC NAY:
M&n ca@m vé&i hoat chét hodc véi bat cir thanh phan ta dwoc nao cla thube.
Man cam véi bat cr mét khang sinh htﬁbapenem nao khac.

Man cam nang (vi du nhw phan &ng rr-h—a?’phén (rng da n&ng) véi bat clr loai khang sinh
betalactam nao khac (vi du nhw penicilli cephalosporin).

Chéng chi dinh khi viéc str dung natri carbonat 1a cé hai trén 1am sang.
TAC DUNG KHONG MONG MUON

Cac phan (rng phu lién quan dén meropenem thwéng gép nhét la tiéu chay (2,3%), phat ban
(1,4%), budn nén/nén (1,4%) va viém tai chd tiém (1,1%). Céc rdi loan théng sé sinh héa lién
quan dén meropenem hay gép nhét 1a tang tiéu ciu (1,6%) va tdng men gan (1,5 - 4,3%).

Phan trng phu dwec liét ké trong bang véi tAn sb 1a “khéng biét” khong thy xuét hién trong
2367 bénh nhan dung meropenem dwdng tinh mach hoac tiém bap dwec theo ddi trong cac
nghién ctru Iam sang trwdc khi dwa ra thj treéng nhwng dugce ghi nhén trong qua trinh theo doi
thudc sau khi dwa ra thj tredng.

Bang dwéi day liét ké cac phan (ng phy theo hé thdng co' quan va tan sé: rat hay gap (21/10);
hay gap (21/100 dén <1/10); khéng hay gap (21/1000 dén <1/100); hiém gap (21/10000 dén
<1/1000); rat hiém g&p (<1/10000) va khéng rd (khéng thé wéc Iwgng duwgc tle cac di lidu co
san).

Trong mdi nhém t&n sé, tac dung khéng mong muén dugc dua ra theo thir ty mirc d6 nghiém
trong gidm dan.

Bang 1

Hé théng co quan Tansé Hién twong

Nhiém tring va tham Khong hay gap N&m candida miéng va am dao
nhiém

Réi loan hé théng mau va Hay gap Téng tiéu cau

bach ciu
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Khéng hay gép

Khéng ro
Réi loan hé mién dich Khéng rd
Ré&i loan hé than kinh Hay gap

Khéng hay gap

Hiém gap
Ré&i loan da day — rudt Hay gap

Khéng rd
Réi loan hé gan-mét Hay gap

Khéng hay g&p

Rbi loan hé da va md Haygip
dwéida

Khéng hay gép

Khéng rd

Réi loan than va tiét nieu  Khéng hay gap

Réi loan toan than va tai Hay gép
vi tri tiém

Khdng hay gap

Khéng rd

Téng bach cau wa eosin

Giam tiéu cau

Giam bach céu, gidm bach cdu hat trung
tinh

M4t bach cau hat, thiéu mau tan mau
Phu mach, sbc phén vé

Pau dau

Dj cam

Béng kinh, co giat

Tiéu chay, ndn, budn nén, dau bung
Viém dai trang do khang sinh

Taéng transaminase, tdng phosphatase
kiém —

Téng ladtgt dehydrogenase trong mau AN
/ |
7 / DAl

Téng bilikein méu 61

Phat ban, nglra AIH

May day

Hoai t& bidu bi nhiém ddc, héi chirng
Stevens-Johnson, ban da hinh

Téng creatinin mau

T&ng ure mau

Viém, dau

Viém téc tinh mach

Pau tai chd tiém

NEN TRANH DUNG NHIPNG THUOC HOAC THY'C PHAM Gi KHI DPANG SUF DUNG THUOC

NAY:

Ngoai probenecid, chwa cd nghién ctru nao vé twong tac ciaa thude nay véi cac thudc khac;
Probenecid canh tranh bai tiét v&i meropenem & éng than va vi vay sé (¢ ché sy thai trir qua
than clia meropenem, dan t&i lam ting th&i gian ban thaiva tang ndng d6 meropenem trong
huyét twong. Can dac biét chl y néu ding déng thei probenecid va meropenem.




Chwa c6 nghién clru ndo vé kha ndng anh hwdng cda meropenem trén sy gan két protein
huyét twong hay sy chuyén héa clia cac thudc khac. Tuy nhién, lwgng meropenem gan két véi
protein la rat thap ma dua trén co ché nay, dw kién & khong ¢b twong tac ndo vai cac thude
khac. Khi dung ddng thai acid valproic va thuéc ho carbapenem, Iweng acid valproic trong mau
bi gidm khodng 60 — 100% sau 2 ngay. Do hién tugng gidm nay bat dau nhanh chdéng va kéo
dai nén viéc diing ddng thai acid valproic va carbapenem dwgc coi la khéng kiém soat duwgc,
vi vay nén tranh ding dbng théi 2 thude nay

Céc thuée chéng déng diong dudng uéng
Diing déng thoi khang sinh véi wafarin ¢ thé gay tang hiéu qué chéng déng.

P4 ¢ nhidu bao cao v& viéc tang hiéu qua chéng déng cla thubc chéng déng diing duwdng
ubng, bao gdm ca wafarin, & cac bénh nhan dung ddng thei véi khang sinh.

Nguy co ¢b thé thay ddi tly thudc vao loai nhiém trung, tudi va tinh trang chung cda bénh nhéan
ldm cho khé Iwgng gia dwgce sy tang INR (international normalized ratio) do sy co mat clia
khang sinh. Vi vay can kiém tra INR dinh ky trong khi dang diing va mét théi gian ngan sau khi
diing ddng thoi thude khang sinh va thude chéng déng mau diing dwéng uéng.

CAN LAM Gl KHI MOT LAN QUEN KHONG DUNG THUOC: Tham vén y kién béc s¥
CAN BAO QUAN THUOC NAY NHU THE NAO:
Bao quan & nhiét g khong qua 30°C, tranh déng da.

Dung dich pha dé& tidm hodc truyén tinh mach phéi dwge s dung ngay sau khi pha. Thi gian
tir khi pha dén khi tiém hodc truyén tinh mach xong khéng dwec qua 1 gio.

NHIYNG DAU HIEU VA TRIEU CHUYNG KHI DUNG THUOC QUA LIEU:

Qua lidu tuong dbdi cé thé xdy ra & bé&nh nhan bi suy than néu khéng diéu chinh lidu nhy mé t3
& phan Lidu dung va cach ding. Mét vai kinh nghiém thu dugc sau qua trinh |y hanh da chi
ra rang néu phan rng khéng mong mudn xay ra satff Khi qué lidu thi ching déu Ia nhirng phén
tng khéng mong mudn dwee mo ta trong phén tac dung khérig mong muon, va ndi chung 1a &
murc d6 nhe va co thé gidi quyét bang cach ngirng thudc hodc gidm lidu. Co thé didu trj triéu
chirng néu can.

V&i cac ¢ nhan ¢ chirc naing than binh thwong sé xdy ra sw thai triv nhanh qua dwdng than.
CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Loc méau sé loai dwgc meropenem va cac chét chuyén héa cla né.

NHUNG BIEU CAN THAN TRQNG KHI DUNG THUOC NAY:

Khi Iwa chon meropenem diéu trj cho tirng bénh nhan can tinh dén viéc c6 cén thiét phai dung
1 khang sinh carbapenem hay khong, dwa trén cac yeu té nhu: mirc dd nghiém trong cia
nhiém tring, mirc @6 khang cac khang sinh phl hgp khac va nguy co vi khuan khang
carbapenem chon lpc.

Giéng nhw véi tat cd cac khang sinh beta-lactam khac, da thdy cé cac phan (ng mén cam
néng, d6i khi chét nguei v&i meropenem (xem phan Chéng chi dinh va Tac dung khéng meng
mubn)

Bénh nhan cb tién s man cdm v&i carbapenem, penicillin hodc véi bat ¥ 1 khang sinh beta-
lactam néo khac cling ¢6 thé man cdm v&i meropenem. Trwde khi bt dau didu tri voi
meropenem, can didu tra can than vé tién si man phdn ng man cam cla bénh nhan voi
khang sinh beta-lactam.

Néu da xdy ra phan (*ng di (rng nang thi can dirng thudc ngay va ap dung cac bién phap pha
hep.




DA ghi nhan c6 viém dai trang vé viém dai traing gid mac do khang sinh véi hau hét tat ca céac
khang sinh, bao gdm cd meropenem, va cé thé & cac mirc do tir nhe t&i nguy hiém dén tinh
mang.

Vi vay, viéc chan doan bénh nay & bénh nhan bj tiéu chay trong hozc sau khi dung
meropenem la rat quan trong. Can dirfng meropenem va sir dung cac thude didu tri d&c higu
v&i Clostridiul difficiie. Khdng dugc dung cac thudc e ché nhu déng rudt.

D3 cé bao cdo tuy hiém v& hién twong déng kinh trong théri gian didu tri bing carbapenem,
bao gdm ca meropenem (xem Tac dyng khéng mong muén).

N&n theo ddi chat ché chirc nang gan trong qud trinh diéu tri bing meropenem do ¢b nguy co
nhi&m doc gan (réi loan chirc nang gan véi ¥ mét va ly gidi 1é bao).

Dung cho bénh nhdn méc bénh gan: bénh nhép Ala bi benh gan treede khi diéu tri can phféi
dweoe theo ddi chire nang gan chat ché trong qu@ trinh dieu tri bAng meropenem. Khéng can
didu chinh li&u & nhirng bénh nhan nay. P

Trong qué trinh didu tri bng meropenem co thé xuét hién duong tinh trye tiép hoac gian tiép
v&i nghiém phap Coombs.

Khéng nén diing ddng thei meropenem va acid valproic/natri valproat (xem phan Twong tac
v&i cac thudc khac va cac dang twong tac khac).

Meropenem Kabi 1 g: m&i lidu 1 g thubc ndy ¢é chiva khodng 4,0 mEq natri nén cén tinh dén
khi diing che bénh nhan dang & ché dé kiéng mudi.

Chu y khi si¥ duna

Tiém:

Can pha dung dich meropenem tiém tinh mach 1 1&n béng nwéc cét pha tiém vo khuan.
Truvén:

D& truyén tinh mach cé thé hoa tryc tiép meropenem trong chaiflg véi dung dich tiém truyén
NaCl 0,9% hodc dung dich tiém truyén glucose 5% .

M&i chai/lg chi dung 1 1an.

Nén ap dung k¥ thuat vo triing chuén @& pha thuéc va si¥ dung thubc.

Cén lic dung dich trwée khi ding.

f’hén thudc khéng st dung hodc nguyén liéu thiva can phai duge xir ly theo quy dinh cla nwéc s&
ai.

PHUY N(¥ CO THAI VA THO'I KY CHO CON BU

Phu nir co thai

Khéng co hodc co6 rat it tai liéu vé viéc diing meropenem cho phy nir ¢é thai. Nghién ciru trén
déng vat khdng thdy co tac dyung ¢6 hai trpe tiép hay gian tiép dén sy phat trién clia bao thai.

Pé phoéng nglra, nén trénh ding meropenem cho phu nir dang mang thai.
Phy ntr dang trong théi ky cho con ba

Thudc co thé di qua sira & ngudi. O dong vat da xac dinh dugc mét lweng rat nhd
meropenem trong si*a. Can can nhéc loi ich cla viéc didu tr| & quyét dinh xem nén dirng cho
con bu hay dirng/ngirng diéu tri bAdng meropenem cho cac bénh nhan nay.

ANH HUONG BPEN KHA NANG LAI XE VA VAN HANH MAYMOC

Chura ¢é nghién clru. Can thén trong khi xdy ra tac dung khéng mong mudn: dau dau, di cam, co
giat

TUONG KY
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Khéng nén tron 1&n thubc ndy véi cac thubc khac, ngoai triv cac triedng hep da dugc ndi 1o
trong phan Than trong khi st dung.

KHI NAQO CAN THAM VAN BAC SY, DUQ'C Si: Tham vén Bac sy, Dugc si khi gép bét ky tac
dyng khdng mong mudn ndo clia thubc.

HAN DUNG CUA THUOC:

36 thang k& tir ngay san xuét.

CO SO SAN XUAT:

FACTA FARMAGRUTICI S.p.A,

Nuclec Industrizle S/Atto’ 5. Nicold a Tordino,

64100 Teramo, \"L{

NGAY XEM XET SU'A BOI, CAP NHAT LAI NQI DUNG HUGONG DAN SU DUNG THUOGC:




Hwéng dan str dung thudc cho can b y té / ’y N
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MEROPENEM KABI {;}-@unm.,
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N TATHA NG
TEN THUOC VA THANH PHAN: A
- Meropenem Kabi 500mg e
Méi lo chira: meropenem trihydrat 570mg twong dwong véi 500mg meropenem khan.
Ta duwgc: Natri carbonat.
- Meropenem Kabi 1g
Mbi lo chtra: meropenem trihydrat 1140mg twong dwong véi 1g meropenem khan.

Ta dwec: Natri carbonat.
DANG BAO CHE: B6t pha dung dich tiém hodc tiém truyén.
PAC TiNH DUQ'C LUC HQC, DUQ'C PONG HQC:
Dweec Iwc hoc
Nhém dwoc ly: khang sinh dung toan than, ho carbapenem, ma ATC: JO1DHO2.

Co ché tac dung:

Meropenem cé tac dung diét khuén do (rc ché sinh téng hop vach té bao vi khuan gram (+) va
gram (-) do gan véi protein gan penicillin (PBPs).

Lién quan dwoc déna hoc/dwec lwc hoc (PK/PD)

Ciing gidng nhw cac khang sinh ho beta-lactam khac, thdi gian ndng d6 meropenem cao hon
MIC (T>MIC) twong quan tét nhat véi hiéu qua Sdung. Trong cac mé hinh tién |am sang,
meropenem thé hién hoat tinh khi néng dé trong(igyét terong cao hon MIC cua sinh vat gay
nhiém khoéng 40% thei gian khoang cach gitra céc—h%u. Théng sé nay chuwa dugc kiém chirng
trén lam sang.

Co ché khang thubéc:
Vi khuén khang meropenem cé thé 1a do:

(1) Giadm tinh thAm cta mang ngoai vi khuén gram (-) (do lam gidm sy tao thanh porin)
(2) Giam ai lic cia PBPs dich

(3) Tang hoat dong clia bom day

(4) San xuét beta-lactamase. Enzym nay c6 thé thiy phan carbapenem.

Ehém nhiém trung do vi khuén khang carbapenem gay ra da dugc béo céo & lién minh Chau
u.

Khéng c6 co s& khang chéo gitka meropenem va céc thubc nhém quinolon, aminoglycosid,
macrolid va tetracyclin. Tuy nhién, vi khuan cé thé khang v&i nhiéu hon 1 khang sinh khac véi
co ché gbm ca gidm tinh thAm clia mang té bao va/hodc tang hoat dong clia bom day.

Ty 1é khang thubc c6 thé thay déi tuy theo ving dia ly va thdi gian chiing chon loc, nén cac
théng tin vé khang thubc & dja phwong ludn can thiét, d3c biét khi diéu tri nhiém trang néng.
Khi thdy viéc st dung 1 khang sinh trén it nhat Ia 1 vai loai nhidm trung khéng hiéu qua thi
chuyén gia tw van nén khao sat cac thong tin v& ty Ié khang thuéc tai dia phwong.

Bééng séau day la danh sach céac chiing gay bénh dwoc suy ra trong thyc té 1am sang va hwéng
dan dieu tri.

Céc chung thuong nhay cam
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Vi khuén hiéu khi, Gram (+

Enterococcus faecalis®

Staphylococcus aureus (nhay cdm véi methicillin)®

Céc chiing Staphylococcus (nhay cadm véi methicillin) bao gém Staphylococcus epidermidis
Streptococcus agalactiae (nhom B)

Nhém Streptococcus milleri (S. anginosus, S. constellatus, and S. intermedius)
Streptococcus pneumoniae

Streptococcus pyogenes (nhém A)

Vi khuZn hiéu khi. Gram (-)

Citrobacter freudii f

Citrobacter koseri \
Enterobacter aerogenes X
Enterobacter cloacae
Escherichia coli
Haemophilus influenzae
Klebsiella oca
Klebsiella Z'L{u/moniae
Morganella morganii
Neisseria meningitidis

Proteus mirabilis

Proteus vulgaris
Serratia marcescens
Vi khudn vém khi. Gram (+)

Clostridium perfringens

Peptoniphilus asaccharolyticus
Peptostreptococcus species (bao gém P. micros, P anaerobius, P. magnus)
Vi khuén vém khi. Gram (-)

Bacteroides caccae

Nhém Bacteroides fragilis

Prevotella bivia

Prevotella disiens

Céc chuna cé thé g3p khé khan vé van dé khéng thuéc
Vi khuén hiéu khi, Gram (+)

Enterococcus faecium®

Vi khudn hiéu khi. Gram (-)

Acinetobacter species

Burkholderia cepacia



Pseudomaonas aeruginosa
Céc china d3 khéna thude
Vi khuén hiéu khi, Gram {-)

Stenofrophomonas maltophilia

Cac ching Legionella

Céc vi khuan khac

Chlamydophila pneumoniae

Chlamydophila psittaci

Coxielfa burnetii

Mycoplasma pneumonia

%: cac chdng nhay cam ngay ty nhién

E. 1At cd cac tu cAu khudn khang methicillin d&u khang meropenem
*: 1y 1& khang 2 50% & 1 ho&c nhiéu nude chau Au,

Dwere ddng hoc:

o ngu'o'l khée manh, thdi gian ban thai trung binh trong huyét twvong |& khodng 1 giéy; thé tich
phan bd trung binh khoang 0,25 I'kg {11-27 lit) va he s6 thanh thai trung binh 13 287 mlfphut
v&i lidu 250 mg, gidm xubng con 205 miphit véi liéu 2 g. Lleu 500, 1000 va 2000 mg truyén
tinh mach trong 30 phut cho gié trj Crnax trung binh twong u’rq "khodn 23, 49 va 115 pg/ml,
tweng (rng véi gia tri AUC 1an Iwot 13 39,3, 62,3 va 153 pg. h/Ml a0 khi truydn 1 lidu 500 va
1000 mg khoang 5 phut gid tri Crax twong tng 1a 52 va 112pg/ml. Khi ding lién tiép cac liéu
cach nhau 8 gi¢r cho céc dbi tirong c6 chire ndng than binh thiéng thi khong thay hién tugng
tich 10y meropenem.

Nghlén ciru trén 12 bénh nhan ding 1000 mg meropenem 8 glo' sau khi phau thuat nhiém
tring 6 _bung cho thdy Cmax va thoi gian ban thai twong ty nhw & ngudi khde, nhwng thé tich
phan bé I&n hon 27 lit.

Phan bd;

Meropenem co ty 1& gan v&i protein huyét twong trung binh véao khoang 2%, khéng phu thube
ndng dd. Sau khi tiém nhanh (5 phut hodc nhanh hon) drge ddng hoc la ham ma hai, nhung
sau khi truyén trong vbng 30 phut thi khong con 1a ham m0 hai ni¥a. Meropenem tham tét vao
nhidu dich va mé co thé, bao gdm phdi, dich tiét phé quén, mat, dich ndo tly, mé phy khoa,
da, mang co, co, va dich tiét mang bung.

Chuyén héa sinh hoc

Meropenem chuyén hoéa b&i viéc thiy phan véng beta-lactam tao chat chuyén khoa khéng
hoat tinh. Trén in vitro meropenem it nhay cam véi si thly phan bdi enzym dehydropeptidase-
1 (DHP-1) clia ngwdi hon so véi imipenem, vi vay khéng can ding kém véi chét (e ché DHP-
1.

Thai triv

Meropenem dugce thdi trir chi yéu & dang khong ddi qua than; khodng 70% (50 — 75%) lidu
dugc bai tiét & dang khong chuyén hoa trong vong 12 gid. 28% niva dwgc tim thay & dang
chuyén héda khéng con hoat tinh. Chi khoang 2% lidu dugc thai trir qua phan. Két qua khao sat
hé sé thanh thai than va anh huéng cla probenecid cho thdy meropenem qua ca dwdng loc &
cau than va bai tiét & éng than.

Suyv than




Véi ngudi bi suy than, AUC clia meropenem trong huyét twang cao hon va thoi glan ban thai
dai hon. AUC tang 2,4 1an v6i ngudi suy than trung binh (CrCL 33-74 mi/phit), 5 1an v&i ngudi
suy than ndng (CrCL 4-23 ml/phat) va 10 1an véi ngudi phai loc méu (CrCL < 2ml/phdt) so véi
ngwdi binh thwdng (CrCL > 80ml/ phat). AUC ciia chéat chuyén hda mé vong khdng hoat tinh
ciing ting dang ké & bénh nhan suy than. Can didu chinh liéu cho bénh nhan suy thén vira va
nang.

Meropenem bj loai b&i loc mau véi kha ning thanh thai trong qua trinh loc mau cao hon 4 1an
S0 VGi & ngwdi vo niéu.
Suv gan

1 nghién clru trén bénh nhan xo gan do nghién rvou cho thdy bénh vé gan khéng anh huwéng
dén dugc ddéng hoc cla meropenem khi dung céc liéu 1ap lai.

Bénh nhan nauwoi Ién

Cac nghlen ctru dwge ddng hoc trén bénh nhan cho thay duge ddng hgoe & bénh nhan khﬁng
khac véi & ngwdi khée manh ¢é chirc ndng than twong dwong. 1 nghién ciru trén hd so cla
79 bénh nhan nhiém trung & bung hosc wem phdi cho thay cé sy phy thuoc ctia thé tich trung
tam vao thé trong, va dd thanh thai vao hé sb thanh thai creatinin va tudi.

Tré em

Duwec ddng hoc & tré so sinh va tré em bi nhiém trung ding céc lidu 10, 20 va 40 mg/kg thé
trong cho thay gia tri Cnax gan trong duong véi gid tri thu dwge & ngudi Ién dling cac lidu
twong tng 14 500, 1000 va 2000 mg.

So sanh cho thdy c6 sw nhat quan vé dugce déng hoc gitra liéu va thoi gian ban thai giéng nhw
& ngudi 6N, ngoai trir voi tré bé nhat (< 6 théng tudi ty, 12 1.8 gio). Gia tri 6 thanh thai trung
binh cla meropenem 1a 5,8 ml/phat’kg (6-12 tudi), 6,2 mlfpr{ylﬂ(g (;,5tu0|) 5.3 ml/phit’kg (6-
23 thang tudi) va 4,3 mliphit’kg (2-5 thang tudi).

Khodéng 60% liéu meropenem dwgc bai tiét qua nwéce tidu trong vong 12 git voi khodng 12%
nira bi chuyén hoa. Néng d6 meropenem trong dich ndo tly & tré em bi viém mang néo bang
khoang 20% néng dd cung luc trong huyét twong, méc di co sy khac nhau dang ké gira cac
ca thé.

Duoe déng hoc clia meropenem & tré so sinh cdn didu tri nhidm khuén cho thdy dé thanh thai
l&n hon & tré co tudi thai cao hon vo&i thdi gian ban thai trung binh khoang 2,9 gi¢. Mo phdng
Monte Carlo v&i 1 tap hop mé hinh duge déng hoc cho thy rdng véi ché dé lidqu 20 mg/kg sau
mbi 8 gidr sé& thu duwec 80% T>MIC voi P. aeruginosa véi 95% tré dé non va 91% tré so sinh
du thang.

Naudi cao tudi

Nghién ctru duge déng hoc & ngudi cao tudi (65-80 tudi) cho thay cé sy gidm thanh théi huyét
twong, twong (rng véi s gidm thanh théi creatinin theo tudi, va giam it hon & ngwdi khéng co
thanh thai than. Khéng can didu chinh lidu v&i bénh nhan cao tudi, trie trweng hop bj suy than
v(ra va néng.

QUY CACH BONG GOI: Hop 10 lo.
CHI BINH

Meropenem Kabl dwoc chi dinh dé diéu trj cac bénh nhiém khuan sau cho nguoi lon va tré em
trén 3 thang tudi:

- Viém phdi nang, bao gdm cd viém phdi ndng do Iay nhiém trong cdng déng va trong bénh
vién.

- Nhiém trung phé quan — phdi trong bé&nh xo nang.

- Nhiém triing duong tiét niéu co bién chirng.

- Nhiém tring & bung c6 bién ching.

- Nhi&m trung trong va sau khi sinh.



- Nhiém tring da va mé mém c6 bién chirng.
- Viém mang nio cép do vi khuan.

Meropenem Kabi c6 th& dugc ding didu tri cho b&nh nhan giam bach cau co sbt nghi nge do
nhiém vi khuén.

Can chu y xem xét, tuan th cac van ban huwdng dan chinh théng v& st dung thudc khang
sinh.

LIEU DUNG
Bang duwéi day |4 lidu khuyén céo chung.

Lidu Iwong va théri gian str dung meropenem cén phai tinh dén dang nhiém tring can diéu tr,
bao gdm ca mirc 4 ndng nhe clia bénh va dap (ng 18m sang ctia ngwdi bénh.

Dé diéu tri mot sé loai nhiém tring nhu nhiém tring pgnh vien do Pseudomonas aeruginosa
hodic do Acinetobacter spp., c6 thé dung liéu Ién t&i 2g4x 3 1&n / ngay cho ngudi Ion va tré vi
thanh nién, va lidu I&n t&i 40mg/kg/an, 3 lan/ngay chdtfgﬁm.

Can diéu chinh liéu khi diing cho bé&nh nhéan suy than (xem thém phia dwai).

Nguwoi Ién va tré vi thanh nién

Bénh nhiém khuén Lidu ding mdi 8 ai®
Viém phdi nang (ca tir céng ddng va tir bénh vién) 500 mghoac1g
Nhi&m trung phé quan — phéi trong bénh xo nang 24q

Nhi&m tring dwérng tiét nigu cé bién chirng 500 mg hozc 1 g
Nhiém tring & bung ¢6 bién chirng 500 mg hodéc 1g
Nhiém tring trong va sau khi sinh 500mghodc1g
Nhi&m tring da va mé mém c6 bién ching 500 mg hodc 1g
Viém mang nao c¢ép do vi khuan 29

Dung cho bé&nh nhan giam bach cau co sét 19

Meropenem thudng dwec truyén tinh mach trong khodng 15 dén 30 phat

Ngodi ra, co thé tiém tinh mach trong khoang 5 phut véi liéu 1&n t&i 1 g. D lidu vé dd an toan
cho viéc dung lidu 2g tiém tinh mach & ngwdi Ién con han ché.

Bénh nhén suy than

Can phai diéu chinh lidu cho ngudi I6n va tré vi thanh nién khi hé sé thanh théi creatinin duwéi
51 mVphit nhw trong béng dwéi day. Dir liéu hd trgr cho viéc ding liéu diéu chinh nay cho 1
don vi lidu 2 g con bj han ché.

B4 thanh thai Creatinin Liéu (trén co s& “don vi” lidu |a Tén sé
{ml/phut) 500 mgq, 1g hodc 2 g, xem bang trén)

26 — 50 1 don vj ligu mai 12 gior
10-25 ntra don vij liéu méi 12 gidy
<10 nira don vj lidu méi 24 gi&y

Meropenem bi loai trir khi thdm phan va lgc mau nén can phai cho ding 1 liéu sau khi hoan
thanh lgpc mau,

Khéng c6 liéu khuyén céo cho bénh nhan thdm phéan phic mac.
Bénh nhén suy gan




Khéng can diéu chinh lidu cho bénh nhan suy gan (xem phan Chu ¥ va than trong khi sir dyng)

Bénh nhdn cao tudi

Khéng can didu chinh lidu cho ngudi cao tudi co chibc nang than binh thwdng hodc hé sé
thanh thai creatinin khoang trén 50 ml/phut.

Tré em
Tré duci 3 thang tudi:

Chua c6 tai liéu v& dd an toan va hiéu qua khi ding meropenem cho tré dudi 3 thang tudi,
cling nhu chua xéc dinh duoc lidu dung téi wu. Tuy nhién, mét vai dir liéu dwgc ddng hoc cho
réng ¢o thé dung liéu 20 mg/kg sau médi 8 gi&r cho tré duwdi 3 thang.

Tré tir 3 thang dén 11 tudi va thé trong t6i 50 kg

Liéu khuyén céo dwec duwa ra trong bang dugi day:

Bénh nhiém khudn Liéu diing sau mbi 8 gi®
Viem phdi ndng, gdm ca tir céng ddng va tir bénh vién 10 hodc 20 mgikg

Nhi&m tring phé quén-phdi trong bénh xo nang 40 mg/kg

Nhi€m tring duwdng tiét nigu cé boi nhiém 10 ho#c 20 mg/kg

Nhi&m tring & bung ¢6 béi nhiém 10 hoéc 20 mgikg

Nhi&m tring da v& mé mém cd boi nhiém 10 ho#ic 20 mg/kg

Viém mang nao do vi khuan 40 mg/kg

Dung cho bénh nhén gidm bach cau 20 mg/kg

Tré em trén 50 kg thé trong

Dung ligu nhw ngui lén.

Chura co tai liéu vé dung thudc cho tré em bi suy than.

Puwiérng ding

Meropenem thwéng dugc dung dudng truyén tinh mach trong khoang 15-30 phit (xem phan
twong ky, Chil ¥ khi bdo quan va Than iirg:’ng). Ngoai ra, ¢ thé dung liéu meropenem t&i 20
mg/kg tiém tinh mach 1 Ian trong khoangsS phit-Tai lidu v& dd an toan clia vide dung lidu 40
mg/kg tiém tinh mach 1 1&n cho tré em cortgioi han.

CHONG CHI B|NH

M&n cam voi hoat chét hodc véi bat cir thanh phan ta deoc ndo cla thube.

M&n cdm véi bat el mét khang sinh ho carbapenem nao khéc.

M2n cdm ndng (vi du nhw phén (ng phan vé&, phan (ng da ndng) véi bat e loai khang sinh
betalactam nao khac (vi du nhw penicillin hay cephalosporin).

Chéng chi dinh khi vigéc slr dung natri carbonat 13 ¢é hai trén 1am sang.
CAC TRUONG HQP THAN TRONG KHI DUNG THUOC

Khi lia chon meropenem diéu trj cho tirng bénh nhan can tinh dén viéc cé can thiét phai ding
1 khang sinh carbapenem hay khéng, dwa trén cac yéu té nhu: mie dé nghiém trong cla
nhiém tring, mirc dd khang cac khang sinh phi hop khac va nguy co vi khuan khang
carbapenem chon lgc.

Gibng nhw voi tat ca cac khang sinh beta-lactam khac, da thay cé cac phan ¢ng man cam
n&ng, doi khi chét nguei véi meropenem (xem phén Chéng chi dinh va Tac dung khéng mong
muon)



Bénh nhéan ¢6 tién sir man cam véi carbapenem, penicillin hodc v&i bat ¢l 1 khang sinh beta-
lactam nao khac cing c6 th& min cam véi meropenem. Trwéc khi bat dau didu tri vaoi
meropenem, can diéu tra cAn than vé tién s man phan ng man cdm cua bé&nh nhan v&i
khang sinh beta-lactam.

Néu da xdy ra phan (rng dj &rng ndng thi ¢an dirng thubc ngay va ap dung cac bién phap phu
hep.

P4 ghi nhan cé viém dai trang va viém dai trang gia mac do khéng sinh véi hdu hét tat cé cac
khé&ng sinh, bao gdm ca meropenem, va cd thé & cac mlc do tir nhe téi nguy hiém dén tinh
mang.

Vi vay, viéc chadn doan bénh ndy & bé&nh nh&n bj tiéu chay trong hodc sau khi ding
meropenem 3 rat quan trong. Can dirng meropenem va sl dung cac thudc didu trj d3c hiéu
v&i Clostridiul difficite. Khéng dwee ding cac thudc (rc ché nhu dong rudt.

P4 co bao cao tuy hiém vé hién twong dong kinh trong thoi gian diéu tri bang carbapenem,
bao gdm ca meropenem (xem Téc dyng khéng mong muén).

Nén theo ddi chit ché chirc nang gan trong qué trinh diéu tri badng meropenem do c6 nguy co
nhi&m doc gan (rdi loan chivrc n&ng gan v&i i mat va ly gidi té bao).

Dung cho bénh nhan méc bénh gan: bénh nhan da bi@énh gan truoc khi diéu tri can phai
dugc theo dbi chirc nang gan chat ché trong qua trirqh giéu/n:ifbang meropenem. Khéng cén
didu chinh lidu & nhirng bénh nhan nay. e

Trong qua trinh didu trj bdng meropenem co thé xuét hién dwong tinh tryc tiép hodc gian tiép
v&i nghiém phap Coombs.

Khong nén diing déng théi meropenem va acid valproic/natri valproat (xem phan Twong tac
véi cac thudc khac va céc dang tueong tac khac).

Meropenem Kabi 1 g: méi lidu 1 g thudc nay cé chira khodng 4,0 mEq natri nén can tinh dén
khi diung cho bénh nhan dang & ché dé kiéng mubi.

Chu y khi s dung
Céan pha dung dich meropenem ti&m tinh mach 1 1&n bang nwéc cét pha tiém vé khuan.
Truvén:

Pé truyén tinh mach cé thé hoa trirc tiép meropenem trong chaillp v&i dung dich tiém truyén
NaCl 0,9% ho#c dung dich tiém truyén glucose 5% .

M&i chaillo chi dung 1 lan.

Nén &p dung k§ thuat vé tring chuan dé pha thubc va sir dung thude.

Can lac dung dich treéc khi ding.

Phén thubc khong sl dung hodc nguyén liéu thira can phai duwoc xiv Iy theo quy dinh clia nwée s&
tai.

TUONG TAC CUA THUOC V&I CAC THUOC KHAC VA CAC LOAI TUONG TAC KHAC

Ngoai probenecid, chira cd nghién ¢u nao vé twong tac clia thudc nay voi cac thube khac;
Probenecid canh tranh bai tiét v&i meropenem & dng than va vi vay sé (rc ché sy thai trr qua
than cla meropenem, dan téi 1Am tang thei gian ban thaiva t3ng néng dé meropenem trong
huyét tweng. Can dic biét chi y ndu ding ddng thoi probenecid va meropenem.

Chua cb nghign clru nao vé khd nang anh huwdng cla meropenem trén si¥ gan két protein
huyét tiwong hay sy chuyén héa cla céc thudce khac. Tuy nhién, lbrong meropenem gén két véi
protein |a rat thap ma dya trén co ché nay, dy kién 1 khéng cé twong tac ndo voi cac thuée
khac. Khi dung déng théi acid valproic va thudc ho carbapenem, lgng acid valproic trong mau



bi giam khodng 60 — 100% sau 2 ngdy. Do hién tuong gidm nay bdt dau nhanh chéng va kéo
dai nén viéc ding ddng th&i acid valproic va carbapenem dugc coi la khdng kiém soat duec,
vi vty nén tranh dung ddng thoi 2 thudc nay

Céc thubc chéng ddng ding dudng ubng
Dlng ddng th&i khang sinh vé&i wafarin cé thé gay tang hiéu qua chéng déng.

P& cb nhidu bdo cao vé viée tang hiéu qué chéng ddng cha thudc chdéng déng ding dudng
udng, baoc gom ca wafarin, & cac bénh nhan diing ddng théi véi khang sinh.

Nguy co c6 thé thay ddi thy thude vao loai nhidm tring, tudi va tinh trang chung clia bénh nhan
lam cho kho lwgng gid dwec si téng INR (international normalized ratio) do sy c6 mat cia
khang sinh. V1 vay can kiém tra INR dinh ky trong khi dang dung va mét théi gian ngén sau khi
dung ddng thoi thudc khang sinh va thuéc chéng déng mau ding duéng ubng.

PHY N cO THAI VA THOT KY CHO CON BU
Phu ni¥ c6 thai

Khéng cé hodic coé rét it tai ligu v& viéc dung meropenem cho phy nl¥ ¢6 thai. Nghién ciru trén
ddng vat khdng thay c6 tac dyung ¢6 hai tnge tiép hay gian tiép dén sy phat trién cia bao thai.

Pé phang nglra, nén tranh dling meropenem cho phy ni¥ dang mang thai.

Phy ni¥ dang frong thoi ky cho con ba

Thubc c6 thé di qua sira & ngudi. O dong vat da xac dinh duoc mét lwong rat nho
meropenem trong sa. Can can nhic loi ich cla viBg didu trj d& quyét dinh xem nén dirng cho
con bl hay dirng/ngirng diéu tri bAng meropenem ¢ho cacbénh nhan nay.

ANH HUYONG DEN KHA NANG LAI XE VA VAN HANH MAYMOC

Chira ¢6 nghién ciru. CAn than trong khi xay ra tac dung khdng mong muén: dau dau, di cdm, co
giat
TAC DYNG KHONG MONG MUON

Céc phan (ng phu lién quan dén meropenem thiréng gap nhét (A tigu chay (2,3%), phét ban
(1,4%), budn ndn/ndn (1,4%) va viém tai chd tiém (1,1%). Céac rdi loan thdng sb sinh hoéa lién
quan dén meropenem hay gép nhat 13 ting tiéu cau (1,6%) va tdng men gan (1,5 - 4,3%).

Phén &rng phy dugc ligt ké trong bang véi tan s6 14 “khong biét” khong thay xuat hién trong
2367 bénh nhan ding meropenem dwéng tinh mach hodc tiém bdp dwgc theo ddi trong cac
nghién ctru lam sang trwdc khi dwa ra thj trwdrng nhwng dwec ghi nhan trong qua trinh theo doi
thudc sau khi dwa ra thj treéng.

Bang dwdi day liét k& cAc phan (rng phy theo hé thdng co quan va tan sé: rat hay gap (21/10);
hay g&p (21/100 dén <1/10); khéng hay g&p (21/1000 dén <1/100); hiém g3p (21/10000 dén
<g!1000); rat hiém gap (<1/10000) va khéng rd (khéng thé wéc lwong dwoc tir cac di liéu cb
san).

Trong mdi nhém tan sé, tac dung khéng mong mudn dugc dua ra theo thir ty mirc do nghiém
trong giam dan.

Bang 1

Hé théng co quan Tan sé Hién twong

Nhiém tring va tham Khéng hay gap Nam candida miéng va 4m dao
nhiém

Réi loan hé thédng mau va Hay gép Tang tiéu cau

bach cau




R6i loan hé mién dich

Réi loan hé than kinh

Réi loan da day ~ rudt

Réi loan hé gan-mat

R4i loan hé da va méd
duwdi da

Réi loan than va tiét niéu

Réi loan toan than va tai
vj tri tiém

Khéng hay gap

Khéng ré
Khéng rd

Hay gap

Khéng hay gép

Hiém gap

Hay gap
Khéng ré

Hay gap

Khéng hay gap

Hay gap

Khdng hay gép

Khéng rd

Khéng hay gép

Hay gap

Khéng hay gap

Khéng rd

Tang bach cAu wa eosin
Gidm tiéu cAu

Giam bach ciu, gidm bach cAu hat trung
tinh

Mét bach cau hat, thiéu mau tan mau
Phu mach, séc phan vé

Pau diu

Dj cam

Béng kinh, co giat

Tiéu chay, nén, budn nén, dau bung
Viém dai trang do khang sinh

Téng transaminase, tadng phosphatase
kiém

Tang Iaf:tat dehydrogenase trong mau
Téng begqu‘/au

Phat ban, nglra

May day

Hoai tlr biéu bl nhiém ddc, hdi ching
Stevens-Johnson, ban da hinh

Tang creatinin mau

Téng ure mau

Viem, dau

Viém téc tinh mach

Pau tai ché tiém

QUA LIEU VA CACH XU TRi

Qua lidu twong ddi co thé xady ra & bénh nhan bj suy than néu khéng didu chinh lidu nhu mé ta
& phan Lidu ding va cach ding. Mét vai kinh nghiém thu dugc sau qué trinh lwu hanh da chira
ré&ng néu phan wng khéng mong mudn xay ra sau khi qua liéu thi chung déu 1a nhitng phan dng
khéng mong mudn du’o’c mo ta trong phan tac dung khéng mong mudn, va néi chung 1a & mirc
dé nhe va co thé gidi quyét bang cach ngirng thuéc hosc gidm lidu. Co thé didu trj triéu ching
néu can. V@i cac ca nhan co6 chirc nang than binh thwéng sé xay ra sy thai trle nhanh qua
dwérng than.



V@i cac ca nhan c6 chirc ndng than binh thwong sé xay ra sy thai trlr nhanh qua duong
than.

Loc méu sé loai dwgc meropenem va cac chat chuyén héa cia né.
TUONG KY

Khéng nén tron 1an thube nay véi cac thube khac, ngoai trir cac trwéng hop da dwoc néi téi
trong phan Thén trong khi s& dung.

PIEU KIEN BAO QUAN
Bao quan & nhiét do khéng qua 30°C, tranh g)gg da.

Dung dich pha dé tiém hoc truyén tinh ma m;é(idwc slr dyng ngay sau khi pha. Théi gian
tir khi pha dén khi tiém hoac truyén tinh mac g khéng dugc qua 1 gio.

HAN DUNG

36 thang k& tir ngay san xuét.

NHA SAN XUAT

FACTA FARMACEUTICI S.p.A.

Nucleo Industriale S. Atto, S. Nicolé a Tordino,

64100 Teramo (TE), Y

NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUONG DAN SU’ DUNG THUOC:

TUQ. CUC TRUONG
0 TRUONG PHONG

H/fhn ¥ /?(55 Sin g
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